From: Barry Cadden 

Sent: Tuesday, June 26, 2012 11:32 AM 

To: gchin@neccrx.com 

CC: gsvirskiy@neccrx.com 

Subject: production process/house cleaning 

We need to meet again to discuss the changes to products that require a "tested" stock solution. 

#1) all sterile products that are essentially larger than "approx.".. #25 units ( vials/bags. .etc) should be tested in some 
manner even if only a sterility test. This is where we need to make some decisions. 

#2) example... KCL.... we can use whatever "stock" solution you want ( CP-stock, another stock....) as the ingredient in 
final dispensed product =( vials, syringe. ..etc), but that stock MUST be the real solution and MUST be quarantined + 
fully tested. We can adjust final product BUD to 150 days for all product like this to give us the 30 day buffer to use 
the "stock" solution legitimated we will leave stock at 180 days) 

The only issue is that all testing will be for the "stock" lot# only. We can either explain this to clients ( good luck) or 
while we are producing in this manner, we can send a sample from each new lot that is filled on special order basis 
( per client order) for just a sterility test... .in these cases we would not hold up shipping of the product. 

As I see it this would almost be a transition phase till the product volume increased where you would fill "stock" 
product in a certain volume + delivery device in anticipation of multiple orders. In this case you should still run a log + 
send a sample out for sterility test to cover the filling process. The bottom line is that we need to make sure that 
every dosage form can be tracked along a legitimate line no more fudging. 

Think about this then lets sit down and talk about it. The girls think that this would be a better process also,,.... no 
more message board tap dance!! 

#3) You all MUST update all lot#'s of all ingredients. ..including "stock" solutions. You know which one has been tested 

+ which one u are using Gene you must do this 100% for all CP stocks + other ingredients. We must clean up all 

of our processes. ..no more BS! 

#4) Another hole in sterile product process is updating/improving of all sterile formulations. If you see one that must 
be updated in any way just stick a sticky note on it and when it gets to checking station, it will be tunneled back to me 
if you like? We have gotten lazy over time and must fill these holes. 

Think about these + any other ways that we can improve + become bullet proof + set a time for a meeting 
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